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BEST AVAILABLE COPY 



I. Introduction 

In response to the 0£5ce Action dated June 15, 2004^ rlaiir» c 23 and 41 luve been amended. 
Claims 23-58 lemain in the application. He-examinadoA and re^coHsideration of die applicadon, as 
amended^ is requested. 

II. Claim Amendments 

Applicants' attorney has made amendments to the claims and added new claims as indicated 
above. The amendments to the daims introduce no new matter. Support for elements such as a 
control system including a plurahty of medication delivery profiles and a plurality of suspend 
functions capable of separately suspending the plurality of medication delivery profiles can be found, . 
for example, in paragraphs [0067] - [0071]. 

in. The Cited Referegces and the Subject Invention 
A. Dascut ct al., U.S. Patent No. 5,772,635 

U.S. Patent No. 5,772,635 teaches a medication infusion system having an integrated dose 
rate calculation feature for selectively assigning values to a plurality of infusion parameters and 
automaticalfy calculating an infusion rate £com the selected patatneters. A stored Ust of drug names 
have associated dose rate and concentration units that are automatically set when! a drug name is 
selected £tom the list The dose rate calculation feature may also be used d\wing infusion to titrate 
the dosage being delivered to the patient for improved therapeutic results. As the subject matter 
technology described in this reference is directed to manual "Start/Stop" controls used to activate 
and suspend infusion regimes, U.S. Patent No. 5,772,635 provides no teaching of a system having a 
programmable control center that includes a temporary suspend of medication delivery and a fully 
suspended delivery of medication delivery by an infusion pump, 

B- Peterson etaL.U.S. Patent No. 5,935,099 

U.S. Patent No. 5,935,099 teaches a menu dnven progiammable drug punsp, a patient pump, 
diat is linked witii a second pump, a caregiver punop, via a communication link. Communication 
between the patient pump and the caregiver pump allows communication for purposes including 
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infonmrion transferred in the event of an errot condition, or a pro graTT i mm g update, or a status 
update. The pumps include programs to operate either pump as a master putnp or as a slave pump 
during pump to pump communications. A disabling structure is provided to the caregiver pump to 
for disabling the pumping mechanism of caregivei pump such that during pun^ to pump 
communications, the pumping mechanism and the pumping protocol is suspended 

• C Larson etaL,U.S. Patent No. 5,609^75 

U.S. Patent No. 5,609,575 teaches an infusion pump and method of operating an infusion 
pump in which the user of tlie infusion pump is pron^ted to input a number of infusion 
parameters, which include a dose mode, a drug dose, a drug amount, and a drug volume. After die 
parameters are input by the user, the iafusion pump automatically calculates an infusion rate 
corresponding to die desired drug dose input by the user- After the actual dose is determined, the 
infusion pump continuoxisly infuses die patient with the drag at the displayed infusion rate. If the 
user wishes to temporarily suspend the drug infusion to the patient, the user may cause the infusion 
pump to transition to the standard hold mold by pressing a pushbutton or key. 

D. Fischell.US. Patent No. 4,731,051 

U.S. Patent No. 4,731,051 teaches an implantable progtammable infusion pump (tPIP) 
including a control means for actuating the pump in a safe and programmable manner. The control 
means includes a microprocessor^ a permanent memory containing a series of Exed software 
ixistructions^ and a memory for storing prescription schedules, dosage limits and other data. The 
microprocessor acmates the pump in accordance with prograxnmablc prescription parameters and 
dosage limits stored in the memory. The patient can inhibit or suspend pump operation for a 
certain number of 1-hour intervals. 

E. LebclctaL,U.S. Patent No- 6,659,948 

U.S. Patent No. 6»659,948 teaches an implanted medical device (e.g, infusion pxitnp) and an 
external device diat communicate widi one anodiet via telemetry messages that are receivable only 
during windows or listening periods. Each listening period is open for a prescribed period of time 
and is spaced &om successive listening periods by an interval The device is configured to go in to a 
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suspend mode, for example, if an uiueceived communicatLon deals widi an m'nilin delivery issue that 
is no bnger applicable, thereby canceling the insulin delivery. In U.S. Patent No. 6,659,948, the 
suspend mode is an operational state of the implantable device where insulin delivery is reduced to a 
medically insignificant level. 

F. The Subject Invention 

Embodiments of die claimed invention include systems for delivering medication, 
comprising an infusion pump and a control system for controlling medication delivery by die 
infusion pump; wherein the control system includes a plurality of medication delivery profiles and a 
plurality of suspend functions capable of separately suspending the plurality of medication delivcty 
profiles, a$ well as methods for using such systems. 

IV. A pplicants' Response to Prior Art Rejecriorts 

On page (3) of the Office Action, claims 23 and 41 were rejecced under 35 U.S.C. §1 02(b) as 
being anticipated by Dastur et al., U.S. Patent No. 5,772,635 (Dastur), Peterson et al., U.S. Patent 
No. 5,935,099 (Peterson), Larson et al., U.S. Patent No. 5,609,575 (Larson), and Fischell, U.S. Patent 
No. 4,731,051 (FischeU). Claims 23 and 41 were rejected under 35 U.S.C. §102(e) as being 
anticipated by Lebel et al.» U.S. Patent No. 6,659.948 (Lebel). On page (4) of the Office Action, 
claims 24-40 and 42-58 were rejected under 35 U.S.C. §103 (a) as being unpatentable over Dastur, 
Peterson, Larson, Fischell, and LebeL 

Independent claims 23 and 41 as amended hereinabove recite systems for delivering a 
medication comprising an infusion pump and a control system for conttoUing medication delivery 
by the infusion pump; wherein the control system indudes a_ pkirality of medication delivery profiles 
and a plurality of suspend f unctions capable of separatel y fiiisp<*wHi<ip f^i^ phxcality of medication 
delivery profiles (ie. suspend one ddiinery profile but not another). As described for example in 
paragraph [0069] of Applicants* spedficarion, die separate suspend function redted in the daims is 
designed to allow the user to suspend one medication delivery profile (e.g. a basal profile) while 
maintaining another separate medication delivery profile (e.g. a bolus profile). Consequendy, this 
separate suspend function allows the user to predsdy contcol die delivery of a rrrr^ration in a 



-15- 

G&C 13036-US-Ol 



PAGE18l35'RCVDAT9/1S/2004 2:59:30 PM [Eastern DayligMr^^^ 



09-15-2004 11:13AM FROM-Gatss i Cooper LLP 



413106418798 



T-203 P. 01 8/035 F-351 



manner that optimizes the physiological concentration of the medication in the user (e.g. the delivery 
of exogenous inmlm iti a profile that mimics physiological insulin kvdld). 

As discussed in detail bdow. Applicants respectfully uaverse the rejections because die 
Dastut, Peterson, Larson and Fischell references fail to teach or suggest a device having a control 
system that includes a plurality of medication delivery profiles and £urther allows the user to 
separately suspend each of diese plurality of medication delivery profiles. Applicants further 
traverse the rejection because die Lebel reference: (1) Ms to anticipate the invention recited in the 
amended claims; and (2) 6lls under die; provisions of 35 U.S.C. 103(c). Applicants' detailed 
arguments are provided below. 

A. APPLICANTS' RESPONSE TO THE REJECTIONS UNDER 35 U.S.C. §102 

Applicants respectfully traverse the rejection of claims 23 and 41 under 35 U,S.C. §l02(b) as 
being anticipated by Dastur because this disclosure feils to teach a system for delivering medication 
comptising an iofiision pxxmp and a control system for coniroUing medication delivery by the 
infusion pump; wherein the control system includes a plurality of medication delivery profiles and a 
plurality of suspend functions that are capable of separately suspending the plurality of medication 
delivery profiles. Instead, Dastur merely teaches a system having a simple "Stan/Stop" control that 
can be used to completely suspend fluid medication delivery (see e.g. column 10, lines 32-51). 
Consequently, the suspend function disclosed in the Dastur system is not designed to even 
distinguish between a plurality of medication delivery profiles, much less separately suspend one or 
more such medication delivery profiles. As Dastur feils to teach medical devices having the 
medication delivery control functions that are recited f-lq^i^^ 23 and 41 (as amended), this disclosxire 
cannot anticipate the claimed subject tnacter. For these reasons. Applicants respectfully request the 
withdrawal of this rejection under 35 U.S.C. §1 02(b). 

Applicants respectfufly traverse the rejection of claims 23 and 41 under 35 U,S.C. §1 02(b) as 
being anticipated by Peterson because dus disclosure £uls to teach a system for delivering 
medication comprising an infusion ptunp and a control system for controlling medication delivery 
by the infusion pump; wherein the control system includes a plurality of medication delivery profiles 
and a plurality of suspend functions that are arable of se parately suspending the plurahty of 
medication delivery profiles. Instead, Peterson merely teaches a system having a simple disabling 
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sttuctuie tbSit can be used to completely suspend the pumping mechanism and pumping protocol 
(sec e.g. column 17, lines 59-63). Consequentfy, the suspend function disclosed in die Peterson 
system is not designed to even distinguish between a plurality of medicadon delivcty ptofiles, much 
less sepaxately suspend one or more such medication delivery profiles. As Peterson fidls to teach 
medical devices having the medication delivery control functions that are recited claims 23 and 41 
(as amended), this disclosure cannot anticipate cbc claimed subject matter. For these reasons, 
Applicants zespecrfully request the withdrawal of dus rejection under 35 U.S.C. §1 02(b). 

Applicants respectfully ttaversc die rejection of claims 23 and 41 under 35 U.S.C. §1 02(b) as 
being anticipated by Larson because dais disclosure fails to teach a system for delivering medication 
comprising an infusion pump and a control system for controlling medication delivery by the 
infusion pump; wherein the control System includes a plurality of medication delivery profiles and a 
plurality of suspend functions that die capable of separately suspending the plurality of medication 
delivery profiles. Instead, Larson merely teaches a system having simple "Hold'' key that can be 
used to completely suspend fluid delivery (see e.g. column 3, lines 53-63). Consequentiy, the 
suspend function disclosed in the Larson system is not designed to even distinguish between a 
plurality of medication delivery profiles, much less separately suspend one or more such medication 
delivery profiles. As Larson fails to teach medical devices having the medication delivery control 
functions diat are recited claims 23 and 41 (as amended), this disclosure cannot anticipate die 
claimed subject matter. For these reasons, Applicanis respectfully request the wididrawal of dus 
rejection under 35 U.S.C. § 102(b). 

Applicants respectfully traverse the rejection of ckims 23 and 41 under 35 U.S.C. §102(b) as 
being annc^ted by Fischell because this disclosure fails to teach a system for delivering medication 
comprising an infusion pump and a control system for controlling medication delivery by the 
infusion pump; wherein the control sjrscem includes a plurality of medication delivery profiles and a 
plurality of suspend functions that axe capable of sepajately suspending die plurality of medication 
delivery profiles. Instead^ Fischell teaches a system having controls that completely suspend pump 
operation (and dierefore fluid deliveiy, sec e.g. cohimn 21, lines 40-51). Consequently, the suspend 
function disclosed in the Fischell system is not designed to even distinguish between a plurality of 
medication delivery profiles, much less separately suspend one or more such medication delivery 
profiles. As Fischell fails to teach medical devices having the medication delivery control functions 
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that are redted daims 23 and 41 (as amended), this disdosure cannot anticipate the claimed subject 
matter. For these reasons. Applicants respectfully request the wi^ 
U.S.C. §102(b). 

Applicants respectfaliy traverse die rejection of claims 23 and 41 under 35 U.S.C. §l02(e) as 
being anridpated by Lebd because this disdosure &ils to teach a system for delivering medicauon 
comprising an infusion pump and a control system fox controlling medication delivery by die 
infusion pump; wherein the control system includes a plurality of medication ddiirety profiles and a 
plurality of suspend functions that are capable of separately cngp^nrling the plurality of medication 
delivery profiles. Instead, Lebel teaches a system having controls that suspends medication delivery 
to a medically insignificant levd (see e.g. column 39, lines 56-60). As Lebd fails to teach medicd 
devices having the medication delivery control functions that are redted in claims 23 and 41 (as 
amende<^, this disdosure cannot antidpate the claimed subject matter. For these reasons, 
Applicants respectfully request the withdra\i«il of this rejection under 35 U.S.C. §102(e). 

B, APPUCAlSrrS response to the rejections under 35 U.S.C. §l03(a) 

Applicants respectfully traverse the rejection of claims 24-40 and 42-58 as being obvious in 
view of Dastur because this disclosure feils to teach or suggest a medication delivery system having a 
control system that provides a plurality of stispend functions that are capable of sepatatdy 
suspending a plurality of medication delivery profiles. Moreover, when the systems and methods 
disdosed in Dastur are examined in the context of the whole disclosure (as required by M.P£.P. 
2141), it is clear that dais reference teaches away fi:om the invention redted in the daims. 
Specifically, as described for example in paragraph [0069] of Applicants' specification, the separate 
suspend function redted in the daims is designed to aUow the user to suspend one medication 
delivery profile (e.g. the basal profile) while maintaining another separate medication delivery profile 
(e.g. a bolus profile). In contrast^ the Dastur disdosure directs artisans to utilize a medication 
ddivety system having a control system that is explidtly designed to completely suspend ±e dettveiy 
of all fluid medication (via a simple "Start/Stop'' control as described at column 10, lines 32-51) and 
therefore teaches away from the claimed separate suspend functions. Because the Dastur reference 
teaches away £tom the daimed invention^ Applicants respectfully request the withdrawal of the 
rejection under 35 U.S.C. §103(a). 
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Applicants respectfully traverse the xejection of claims 24-40 and 42-58 as being obvious in 
view of Petexson because this disclosure fails to teach or surest a medication delivery system having 
a contiol system that provides a plurality of suspend functions that are capable of separately 
suspending a plurahty of medication delivery profiles. Moreover, when the systems and methods 
disclosed in Peterson are examined in the context of the whole disdosuie (as required by M.F.E.P. 
2141), it is clear that this reference teaches away from the invention recited in the claims . 
Specifically, as described for example in paragraph [0069] of Applicants' spcdficadon, the separate 
suspend function recited in the claims is designed to allow the xiset to suspend one medication 
delivery profile (e.g. the basal profile) while maintaining anodier separate medication delivery profile 
(e.g. a bolus profile). In contrast^ the Peterson disclosure directs artisans to utilize a medication 
delivery system having a control system that is explicitly designed to cQmplet.ely suapead the delivery 
of all flxiid medication (see e-g. column 17, lines 59-63) and therefore teaches away from the claim ed 
separate suspend functions. Because the Peterson reference teaches away from the claimed 
invention. Applicants respectfully request the withdrawal of the rejection under 35 U.S.C. §1 03(a). 

Applicants respectfully traverse die rejection of claims 24-40 and 42-58 as being obvious in 
view of Larson because this disclosure fails to teach or suggest a medication delivery system having a 
control system that provides a pluraliry of suspend functions that are capable of separately 
suspending a plurality of medicadon delivery profiles. Moreover, when the systems and methods 
disclosed in Larson are examined in the context of the whole disclosure (as required by M.P.E.P. 
2141), it is clear that diis reference teaches away firom the invention recited in the claims. 
Specifically, as described for example in paragraph [0069] of Applicants* specification, the separate 
suspend fimcdon recited in the claims is designed to allow the user to suspend one medicadon 
delivery profile (e.g. the basal profile) while maintaining another separate medication delivery profile 
(e,g. a bolus profile). In contrast, the Larson disclosure directs artisans to utilize a medication 
dcUvcry system having a control system that is expliddy designed to completely suspend the delivery 
of aH fluid medication (cohunn 3, lines 53-63) and therefore teaches away fiiom the claimed separate 
suspend functions. Because the Larson reference teaches away from the claimed invention. 
Applicants respectfully request the withdrawal of die xejecdon under 35 U.S.C. §l03(a). 

Applicants respectfully izaverse the rejection of claims 24^ and 42-58 as being obvious in 
view of FischeD because this dijsclosure fails to teach or su^st a medication delivery system having 
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2L control system that piovides a plurality of suspend functions that are capable of separately 
suspending a pluzaUty of medication delivery profiles. Moreover, when the systems and methods 
disclosed in Fischdl are examined in the context of die whole disclosure (as requked by M.P.E.P. 
2141), it is clear that this reference teaches away fcom the invention recited in the claims. 
Specifically, as described for example in paragraph [0069] of Applicants' specification, the separate 
suspend function recited in the claims is designed to allow tbe xiser to suspend one medication 
delivery profile (e.g. the basal profile) while maiAtatoing another separate medication delivery profile 
(e.g. a bolus profile). In contcast, the Fischell disclosure directs artisans to utilize a medicadon 
delivery system having a control system that is explicitly designed to completely Rui^pGnd die delivery 
of all fkad medication (column 21, lines 40-51) and therefore teaches away firom the claimed 
separate suspend functions. Because the Fischell reference teaches away firom the claimed 
invention. Applicants respeccfiilly request the wididrawal of the rejection under 35 U.S.C. §l03(a). 

Applicants respectfully traverse the rejection of claims 24-40 and 42-58 as being obvious in 
view of Lebel because this disclosure fiails to teach or suggest a medication delivery system having a 
control system tliat provides a plurality of suspend functions diat are capable of separately 
suspending a plurality of medication delivery profiles. Specifically, as described for example in 
paragraph [0069] of Applicants' specification, the separate suspend function recited in the dairos is 
designed to allow the user to suspend one medication delivery profile (e.g. the basal profile) while 
maintaining another separate medication delivery profile (e.g. a bolus profile). In contrast, the Lebel 
disclosure directs artisans to utilize a medication delivery system having a control system that 
suspends medication delivery to a medically insignificant level (see e.g, column 39, lines 56-60). 
Consequendy, the Lebel reference fails to teach or suggest the claimed separate suspend fimctions, 
which as noted above, allows the user to precisely control the delivery of a medication in a manner 
diat optimizes the physiological concentration of the medication in the user. Because the claimed 
separate suspend fimcrions would not have been obvious in view of label's disclosure which directs 
tlie user to suspend medication delivery to a medically insignificant level. Applicants respectfully 
request the withdrawal of the rejection under 35 U.S.C. §1 03(a). 

In response to the Examiner's rejection under 35 U.S.C. 103(a) in view of Lebel, Applicants 
fiinher direct the Examiner's attention to 35 U.S.C 103(c) which states: 
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(c) Subject xnattei developed by anodiei: person, which qualifies ad prior art only under one 
or more of subsection (e), (f), and (g) of section 102 of this rifle, shall not predvide 
patentabiHty under this section where the subject matter and die claimed invention weze, at 
the time the invenrion was made, owned by die same person or subject to an obligadon of 
assignment to die same person. 

As the provisions of 35 U.S.C. 103(c) apply to patent applicadons filed on or after 
November 29, 1999, this provision is beKeved to apply to the instant application (and a copy of the 
assignment recordadon document to Medtronic NGniMed is attached herein as Exhibit A). 

In response to die Examiner's specific asserdon diat *'thc modificadon of an infiision system 
algoridim to consider more than one profSe would have been considered an obvious design choice" 
(page 4 of die Office Action), Applicants further note diat obviousness can only be established by 
modifying the teaching of die prior art to produce the claimed invention where there is some 
teaching, suggestion, or motivation to do so (see, M,P.E.P- 2143.01). In this context. Applicants 
note that the Dastur, Peterson, Larson and Fischell disclosures fail to teach a system designed to 
deliver a plurality of medication delivery profiles . As this fiindamental control element is not 
even contemplated by the Dastur, Peterson, Larson and Fischell disclosures, these 
references cannot provide a teachings suggestion, or motivation to modify it in order to 
generate the claimed invention ^e. via the claimed suspend function which is designed to 
separately suspend tlie plurality of medication delivery profiles). Consequendy, the requiremenc for 
a finding of obviousness under 35 U.S.C. §103 (a) cannot be met. For this reason. Applicants furdier 
request the withdrawal of all rejections under 35 U.S-C §1 03(a). 

Thus, Applicants submit that independent claims 23 and 41 are allowable over Dastur, 
Peterson, Larson^ Fischell, and LebeL Furdxeij dependent daims 24-40 and 42-58 are submitted to 
be allowable over Dastur^ Peterson, Larson, Fischell, and Lebel in the same manner, because they 
are dependent on independent claims 23 and 41, respectively, and thus contain all the limiutions of 
the independent claims. In addition^ dependent claims 2440 and 42-58 recite additional novel 
elements not shown by Dastur, Peterson, Larson, and FischelL 
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IV. rotichision 

In vienxr of die above, it is submitted that tfais appHcadon is sow in good oidet fot allowance 
and such allowance is xespectfulfy solicited. Should the Fvamwier belie^re minor maitets still mxiain that 
can be tesohred in a tdephonc intctview, the Examinet is u^gied to call Applicants* undeisigned 
attorney. 

Respect&lly submitted, 

GATES & COOPER LLP 
Attorneys fot Applicant(s) 

Howard Hughes Center 
6701 Center Dtivc West, Suite 1050 
Los Angeles, California 90045 
(310) 641-8797, 

Date: S<.pr.^hi>r I ?;. 2004. B^f/i 

Name: Vctnon R. 'Mancy 
Reg. No.: 5^ 

VRY/amb 
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